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schedule will be published in the FED-
ERAL REGISTER. The fee must be paid in 
U.S. dollars at the time that the re-
quester requests the biological ref-
erence standard or biological prepara-
tion. 

[78 FR 43820, July 22, 2013] 

§ 7.6 Exemptions. 
State and local health departments, 

governmental institutions (e.g., State 
hospitals and universities), the World 
Health Organization, and ministries of 
health of foreign governments may be 
exempted from paying user charges, 
when using biological standards or bio-
logical preparations for public health 
purposes. 

PART 8—MEDICATION ASSISTED 
TREATMENT FOR OPIOID USE DIS-
ORDERS 

Subpart A—General Provisions 

Sec. 
8.1 Scope. 
8.2 Definitions. 

Subpart B—Accreditation of Opioid 
Treatment Programs 

8.3 Application for approval as an accredita-
tion body. 

8.4 Accreditation body responsibilities. 
8.5 Periodic evaluation of accreditation 

bodies. 
8.6 Withdrawal of approval of accreditation 

bodies. 

Subpart C—Certification and Treatment 
Standards for Opioid Treatment Programs 

8.11 Opioid treatment program certifi-
cation. 

8.12 Federal opioid treatment standards. 
8.13 Revocation of accreditation and accred-

itation body approval. 
8.14 Suspension or revocation of certifi-

cation. 
8.15 Forms. 

Subpart D—Procedures for Review of Sus-
pension or Proposed Revocation of 
OTP Certification, and of Adverse Ac-
tion Regarding Withdrawal of Approval 
of an Accreditation Body 

8.21 Applicability. 
8.22 Definitions. 
8.23 Limitation on issues subject to review. 
8.24 Specifying who represents the parties. 

8.25 Informal review and the reviewing offi-
cial’s response. 

8.26 Preparation of the review file and writ-
ten arguments. 

8.27 Opportunity for oral presentation. 
8.28 Expedited procedures for review of im-

mediate suspension. 
8.29 Ex parte communications. 
8.30 Transmission of written communica-

tions by reviewing official and calcula-
tion of deadlines. 

8.31 Authority and responsibilities of the 
reviewing official. 

8.32 Administrative record. 
8.33 Written decision. 
8.34 Court review of final administrative ac-

tion; exhaustion of administrative rem-
edies. 

Subpart E [Reserved] 

Subpart F—Authorization To Increase 
Patient Limit to 275 Patients 

8.610 Which practitioners are eligible for a 
patient limit of 275? 

8.615 What constitutes a qualified practice 
setting? 

8.620 What is the process to request a pa-
tient limit of 275? 

8.625 How will a Request for Patient Limit 
Increase be processed? 

8.630 What must practitioners do in order to 
maintain their approval to treat up to 
275 patients? 

8.635 What are the reporting requirements 
for practitioners whose Request for Pa-
tient Limit Increase is approved? 

8.640 What is the process for renewing a 
practitioner’s Request for Patient Limit 
Increase approval? 

8.645 What are the responsibilities of practi-
tioners who do not submit a renewal Re-
quest for Patient Limit Increase, or 
whose renewal request is denied? 

8.650 Can SAMHSA’s approval of a practi-
tioner’s Request for Patient Limit In-
crease be suspended or revoked? 

8.655 Can a practitioner request to tempo-
rarily treat up to 275 patients in emer-
gency situations? 

AUTHORITY: 21 U.S.C. 823; 42 U.S.C. 257a, 
290aa(d), 290dd–2, 300x–23, 300x–27(a), 300y–11. 

SOURCE: 66 FR 4090, Jan. 17, 2001, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part appear at 81 FR 44736, July 8, 2016. 

Subpart A—General Provisions 

§ 8.1 Scope. 
(a) Subparts A through C of this part 

establish the procedures by which the 
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Secretary of Health and Human Serv-
ices (the Secretary) will determine 
whether a practitioner is qualified 
under section 303(g) of the Controlled 
Substances Act (CSA) (21 U.S.C. 823(g)) 
to dispense opioid drugs in the treat-
ment of opioid use disorders. The regu-
lations also establish the Secretary’s 
standards regarding the appropriate 
quantities of opioid drugs that may be 
provided for unsupervised use by indi-
viduals undergoing such treatment (21 
U.S.C. 823(g)(1)). Under these regula-
tions, a practitioner who intends to 
dispense opioid drugs in the treatment 
of opioid use disorder must first obtain 
from the Secretary or, by delegation, 
from the Administrator, Substance 
Abuse and Mental Health Services Ad-
ministration (SAMHSA), a certifi-
cation that the practitioner is qualified 
under the Secretary’s standards and 
will comply with such standards. Eligi-
bility for certification will depend 
upon the practitioner obtaining accred-
itation from an accreditation body 
that has been approved by SAMHSA. 
These regulations establish the proce-
dures whereby an entity can apply to 
become an approved accreditation 
body. This part also establishes re-
quirements and general standards for 
accreditation bodies to ensure that 
practitioners are consistently evalu-
ated for compliance with the Sec-
retary’s standards for treatment of 
opioid use disorder with an opioid 
agonist treatment medication. 

(b) The regulations in subpart F of 
this part establish the procedures and 
requirements that practitioners who 
are authorized to treat up to 100 pa-
tients pursuant to a waiver obtained 
under section 303(g)(2) of the CSA (21 
U.S.C. 823(g)(2)), must satisfy in order 
to treat up to 275 patients with medica-
tions covered under section 303(g)(2)(C) 
of the CSA. 

[81 FR 44736, July 8, 2016] 

§ 8.2 Definitions. 

The following definitions apply to 
this part: 

Accreditation body means a body that 
has been approved by SAMHSA in this 
part to accredit opioid treatment pro-
grams using opioid agonist treatment 
medications. 

Accreditation body application means 
the application filed with SAMHSA for 
purposes of obtaining approval as an 
accreditation body. 

Accreditation body application means 
the application filed with SAMHSA for 
purposes of obtaining approval as an 
accreditation body, as described in 
§ 8.3(b). 

Accreditation elements mean the ele-
ments or standards that are developed 
and adopted by an accreditation body 
and approved by SAMHSA. 

Accreditation survey means an onsite 
review and evaluation of an opioid 
treatment program by an accreditation 
body for the purpose of determining 
compliance with the Federal opioid 
treatment standards described in § 8.12. 

Accredited opioid treatment program 
means an opioid treatment program 
that is the subject of a current, valid 
accreditation from an accreditation 
body approved by SAMHSA under 
§ 8.3(d). 

Additional Credentialing means board 
certification in addiction medicine or 
addiction psychiatry by the American 
Board of Addiction Medicine, the 
American Board of Medical Specialties, 
or the American Osteopathic Associa-
tion or certification by the American 
Board of Addiction Medicine, or the 
American Society of Addiction Medi-
cine. 

Approval term means the 3 year period 
in which a practitioner is approved to 
treat up to 275 patients that com-
mences when a practitioner’s Request 
for Patient Limit Increase is approved 
in accordance with § 8.625. 

Behavioral health services means any 
non-pharmacological intervention car-
ried out in a therapeutic context at an 
individual, family, or group level. 
Interventions may include structured, 
professionally administered interven-
tions (e.g., cognitive behavior therapy 
or insight oriented psychotherapy) de-
livered in person, interventions deliv-
ered remotely via telemedicine shown 
in clinical trials to facilitate medica-
tion-assisted treatment (MAT) out-
comes, or non-professional interven-
tions. 

Certification means the process by 
which SAMHSA determines that an 
opioid treatment program is qualified 
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to provide opioid treatment under the 
Federal opioid treatment standards. 

Certification application means the ap-
plication filed by an opioid treatment 
program for purposes of obtaining cer-
tification from SAMHSA, as described 
in § 8.11(b). 

Certified opioid treatment program 
means an opioid treatment program 
that is the subject of a current, valid 
certification under § 8.11. 

Comprehensive maintenance treatment 
is maintenance treatment provided in 
conjunction with a comprehensive 
range of appropriate medical and reha-
bilitative services. 

Covered medications means the drugs 
or combinations of drugs that are cov-
ered under 21 U.S.C. 823(g)(2)(C). 

Detoxification treatment means the 
dispensing of an opioid agonist treat-
ment medication in decreasing doses to 
an individual to alleviate adverse phys-
ical or psychological effects incident to 
withdrawal from the continuous or sus-
tained use of an opioid drug and as a 
method of bringing the individual to a 
drug-free state within such period. 

Dispense means to deliver a con-
trolled substance to an ultimate user 
by, or pursuant to, the lawful order of, 
a practitioner, including the pre-
scribing and administering of a con-
trolled substance. 

Diversion control plan means a set of 
documented procedures that reduce the 
possibility that controlled substances 
will be transferred or used illicitly. 

Emergency situation means that an ex-
isting State, tribal, or local system for 
substance use disorder services is over-
whelmed or unable to meet the existing 
need for medication-assisted treatment 
as a direct consequence of a clear pre-
cipitating event. This precipitating 
event must have an abrupt onset, such 
as practitioner incapacity; natural or 
human-caused disaster; an outbreak as-
sociated with drug use; and result in 
significant death, injury, exposure to 
life-threatening circumstances, hard-
ship, suffering, loss of property, or loss 
of community infrastructure. 

Federal opioid treatment standards 
means the standards established by the 
Secretary in § 8.12 that are used to de-
termine whether an opioid treatment 
program is qualified to engage in e 
opioid treatment. The Federal opioid 

treatment standards established in 
§ 8.12 also include the standards estab-
lished by the Secretary regarding the 
quantities of opioid drugs which may 
be provided for unsupervised use. 

For-cause inspection means an inspec-
tion of an opioid treatment program by 
the Secretary, or by an accreditation 
body, that may be operating in viola-
tion of Federal opioid treatment stand-
ards, may be providing substandard 
treatment, or may be serving as a pos-
sible source of diverted medications. 

Interim maintenance treatment means 
maintenance treatment provided in an 
opioid treatment program in conjunc-
tion with appropriate medical services 
while a patient is awaiting transfer to 
a program that provides comprehensive 
maintenance treatment. 

Long-term detoxification treatment 
means detoxification treatment for a 
period more than 30 days but not in ex-
cess of 180 days. 

Maintenance treatment means the dis-
pensing of an opioid agonist treatment 
medication at stable dosage levels for a 
period in excess of 21 days in the treat-
ment of an individual for opioid use 
disorder. 

Medical director means a physician, li-
censed to practice medicine in the ju-
risdiction in which the opioid treat-
ment program is located, who assumes 
responsibility for administering all 
medical services performed by the pro-
gram, either by performing them di-
rectly or by delegating specific respon-
sibility to authorized program physi-
cians and healthcare professionals 
functioning under the medical direc-
tor’s direct supervision. 

Medical and rehabilitative services 
means services such as medical evalua-
tions, counseling, and rehabilitative 
and other social programs (e.g., voca-
tional and educational guidance, em-
ployment placement), that are in-
tended to help patients in opioid treat-
ment programs become and/or remain 
productive members of society. 

Medication-Assisted Treatment (MAT) 
means the use of medication in com-
bination with behavioral health serv-
ices to provide an individualized ap-
proach to the treatment of substance 
use disorder, including opioid use dis-
order. 
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Medication unit means a facility es-
tablished as part of, but geographically 
separate from, an opioid treatment 
program from which licensed private 
practitioners or community phar-
macists dispense or administer an 
opioid agonist treatment medication or 
collect samples for drug testing or 
analysis. 

Nationally recognized evidence-based 
guidelines means a document produced 
by a national or international medical 
professional association, public health 
agency, such as the World Health Orga-
nization, or governmental body with 
the aim of assuring the appropriate use 
of evidence to guide individual diag-
nostic and therapeutic clinical deci-
sions. 

Opioid agonist treatment medication 
means any opioid agonist drug that is 
approved by the Food and Drug Admin-
istration under section 505 of the Fed-
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 355) for use in the treatment of 
opioid use disorder. 

Opioid dependence means repeated 
self-administration that usually re-
sults in opioid tolerance, withdrawal 
symptoms, and compulsive drug-tak-
ing. Dependence may occur with or 
without the physiological symptoms of 
tolerance and withdrawal. 

Opioid drug means any drug having 
an addiction-forming or addiction-sus-
taining liability similar to morphine or 
being capable of conversion into a drug 
having such addiction-forming or ad-
diction-sustaining liability. 

Opioid treatment program or ‘‘OTP’’ 
means a program or practitioner en-
gaged in opioid treatment of individ-
uals with an opioid agonist treatment 
medication registered under 21 U.S.C. 
823(g)(1). 

Opioid treatment program certification 
means the process by which SAMHSA 
determines that an opioid treatment 
program is qualified to provide opioid 
treatment under the Federal opioid 
treatment standards described in § 8.12. 

Opioid use disorder means a cluster of 
cognitive, behavioral, and physio-
logical symptoms in which the indi-
vidual continues use of opioids despite 
significant opioid-induced problems. 

Opioid use disorder treatment means 
the dispensing of an opioid agonist 
treatment medication, along with a 

comprehensive range of medical and re-
habilitative services, when clinically 
necessary, to an individual to alleviate 
the adverse medical, psychological, or 
physical effects incident to an opioid 
use disorder. This term includes a 
range of services including detoxifica-
tion treatment, short-term detoxifica-
tion treatment, long-term detoxifica-
tion treatment, maintenance treat-
ment, comprehensive maintenance 
treatment, and interim maintenance 
treatment. 

Patient for purposes of subparts B 
through E of this part, means any indi-
vidual who receives maintenance or de-
toxification treatment in an opioid 
treatment program. For purposes of 
subpart F of this part, patient means 
any individual who is dispensed or pre-
scribed covered medications by a prac-
titioner. 

Patient limit means the maximum 
number of individual patients that a 
practitioner may dispense or prescribe 
covered medications to at any one 
time. 

Practitioner means a physician who is 
appropriately licensed by the State to 
dispense covered medications and who 
possesses a waiver under 21 U.S.C. 
823(g)(2). 

Practitioner incapacity means the in-
ability of a practitioner as a result of 
an involuntary event to physically or 
mentally perform the tasks and duties 
required to provide medication-assisted 
treatment in accordance with nation-
ally recognized evidence-based guide-
lines. 

Program sponsor means the person 
named in the application for certifi-
cation described in § 8.11(b) as respon-
sible for the operation of the opioid 
treatment program and who assumes 
responsibility for all its employees, in-
cluding any practitioners, agents, or 
other persons providing medical, reha-
bilitative, or counseling services at the 
program or any of its medication units. 
The program sponsor need not be a li-
censed physician but shall employ a li-
censed physician for the position of 
medical director. 

Short-term detoxification treatment 
means detoxification treatment for a 
period not in excess of 30 days. 
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State Authority is the agency des-
ignated by the Governor or other ap-
propriate official designated by the 
Governor to exercise the responsibility 
and authority within the State or Ter-
ritory for governing the treatment of 
opioid use disorder with an opioid drug. 

Treatment plan means a plan that 
outlines for each patient attainable 
short-term treatment goals that are 
mutually acceptable to the patient and 
the opioid treatment program and 
which specifies the services to be pro-
vided and the frequency and schedule 
for their provision. 

[66 FR 4090, Jan. 17, 2001, as amended at 81 
FR 44736, July 8, 2016; 81 FR 62404, Sept. 9, 
2016] 

Subpart B—Accreditation of 
Opioid Treatment Programs 

SOURCE: 81 FR 44738, July 8, 2016, unless 
otherwise noted. 

§ 8.3 Application for approval as an ac-
creditation body. 

(a) Eligibility. Private nonprofit orga-
nizations or State governmental enti-
ties, or political subdivisions thereof, 
capable of meeting the requirements of 
this part may apply for approval as an 
accreditation body. 

(b) Application for initial approval. 
Electronic copies of an accreditation 
body application form [SMA–167] shall 
be submitted to: http:// 
buprenorphine.samhsa.gov/pls/bwns/waiv-
er. Accreditation body applications 
shall include the following information 
and supporting documentation: 

(1) Name, address, and telephone 
number of the applicant and a respon-
sible official for the accreditation 
body. The application shall be signed 
by the responsible official; 

(2) Evidence of the nonprofit status 
of the applicant (i.e., of fulfilling Inter-
nal Revenue Service requirements as a 
nonprofit organization) if the applicant 
is not a State governmental entity or 
political subdivision; 

(3) A set of the accreditation ele-
ments or standards and a detailed dis-
cussion showing how the proposed ac-
creditation elements or standards will 
ensure that each OTP surveyed by the 
applicant is qualified to meet or is 

meeting each of the Federal opioid 
treatment standards set forth in § 8.12; 

(4) A detailed description of the ap-
plicant’s decisionmaking process, in-
cluding: 

(i) Procedures for initiating and per-
forming onsite accreditation surveys of 
OTPs; 

(ii) Procedures for assessing OTP per-
sonnel qualifications; 

(iii) Copies of an application for ac-
creditation, guidelines, instructions, 
and other materials the applicant will 
send to OTPs during the accreditation 
process, including a request for a com-
plete history of prior accreditation ac-
tivities and a statement that all infor-
mation and data submitted in the ap-
plication for accreditation is true and 
accurate, and that no material fact has 
been omitted; 

(iv) Policies and procedures for noti-
fying OTPs and SAMHSA of defi-
ciencies and for monitoring corrections 
of deficiencies by OTPs; 

(v) Policies and procedures for sus-
pending or revoking an OTP’s accredi-
tation; 

(vi) Policies and procedures that will 
ensure processing of applications for 
accreditation and applications for re-
newal of accreditation within a time-
frame approved by SAMHSA; and 

(vii) A description of the applicant’s 
appeals process to allow OTPs to con-
test adverse accreditation decisions. 

(5) Policies and procedures estab-
lished by the accreditation body to 
avoid conflicts of interest, or the ap-
pearance of conflicts of interest, by the 
applicant’s board members, commis-
sioners, professional personnel, con-
sultants, administrative personnel, and 
other representatives; 

(6) A description of the education, ex-
perience, and training requirements for 
the applicant’s professional staff, ac-
creditation survey team membership, 
and the identification of at least one li-
censed physician on the applicant’s 
staff; 

(7) A description of the applicant’s 
training policies; 

(8) Fee schedules, with supporting 
cost data; 

(9) Satisfactory assurances that the 
body will comply with the require-
ments of § 8.4, including a contingency 
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plan for investigating complaints 
under § 8.4(e); 

(10) Policies and procedures estab-
lished to protect confidential informa-
tion the applicant will collect or re-
ceive in its role as an accreditation 
body; and 

(11) Any other information SAMHSA 
may require. 

(c) Application for renewal of approval. 
An accreditation body that intends to 
continue to serve as an accreditation 
body beyond its current term shall 
apply to SAMHSA for renewal, or no-
tify SAMHSA of its intention not to 
apply for renewal, in accordance with 
the following procedures and schedule: 

(1) At least 9 months before the date 
of expiration of an accreditation body’s 
term of approval, the body shall inform 
SAMHSA in writing of its intent to 
seek renewal. 

(2) SAMHSA will notify the applicant 
of the relevant information, materials, 
and supporting documentation required 
under paragraph (b) of this section that 
the applicant shall submit as part of 
the renewal procedure. 

(3) At least 3 months before the date 
of expiration of the accreditation 
body’s term of approval, the applicant 
shall furnish to SAMHSA three copies 
of a renewal application containing the 
information, materials, and supporting 
documentation requested by SAMHSA 
under paragraph (c)(2) of this section. 

(4) An accreditation body that does 
not intend to renew its approval shall 
so notify SAMHSA at least 9 months 
before the expiration of the body’s 
term of approval. 

(d) Rulings on applications for initial 
approval or renewal of approval. (1) 
SAMHSA will grant an application for 
initial approval or an application for 
renewal of approval if it determines the 
applicant substantially meets the ac-
creditation body requirements of this 
subpart. 

(2) If SAMHSA determines that the 
applicant does not substantially meet 
the requirements set forth in this sub-
part. SAMHSA will notify the appli-
cant of the deficiencies in the applica-
tion and request that the applicant re-
solve such deficiencies within 90 days 
of receipt of the notice. If the defi-
ciencies are resolved to the satisfac-
tion of SAMHSA within the 90-day 

time period, the body will be approved 
as an accreditation body. If the defi-
ciencies have not been resolved to the 
satisfaction of SAMHSA within the 90- 
day time period, the application for ap-
proval as an accreditation body will be 
denied. 

(3) If SAMHSA does not reach a final 
decision on a renewal application be-
fore the expiration of an accreditation 
body’s term of approval, the approval 
will be deemed extended until 
SAMHSA reaches a final decision, un-
less an accreditation body does not rec-
tify deficiencies in the application 
within the specified time period, as re-
quired in paragraph (d)(2) of this sec-
tion. 

(e) Relinquishment of approval. An ac-
creditation body that intends to relin-
quish its accreditation approval before 
expiration of the body’s term of ap-
proval shall submit a letter of such in-
tent to SAMHSA, at the address in 
paragraph (b) of this section, at least 9 
months before relinquishing such ap-
proval. 

(f) Notification. An accreditation body 
that does not apply for renewal of ap-
proval, or is denied such approval by 
SAMHSA, relinquishes its accredita-
tion approval before expiration of its 
term of approval, or has its approval 
withdrawn, shall: 

(1) Transfer copies of records and 
other related information as required 
by SAMHSA to a location, including 
another accreditation body, and ac-
cording to a schedule approved by 
SAMHSA; and 

(2) Notify, in a manner and time pe-
riod approved by SAMHSA, all OTPs 
accredited or seeking accreditation by 
the body that the body will no longer 
have approval to provide accreditation 
services. 

(g) Term of approval. An accreditation 
body’s term of approval is for a period 
not to exceed 5 years. 

(h) State accreditation bodies. State 
governmental entities, including polit-
ical subdivisions thereof, may establish 
organizational units that may act as 
accreditation bodies, provided such 
units meet the requirements of this 
section, are approved by SAMHSA 
under this section, and have taken ap-
propriate measures to prevent actual 
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or apparent conflicts of interest, in-
cluding cases in which State or Federal 
funds are used to support opioid treat-
ment services. 

[66 FR 4090, Jan. 17, 2001, as amended at 81 
FR 44737, July 8, 2016] 

§ 8.4 Accreditation body responsibil-
ities. 

(a) Accreditation surveys and for cause 
inspections. (1) Accreditation bodies 
shall conduct routine accreditation 
surveys for initial, renewal, and con-
tinued accreditation of each OTP at 
least every 3 years. 

(2) Accreditation bodies must agree 
to conduct for-cause inspections upon 
the request of SAMHSA. 

(3) Accreditation decisions shall be 
fully consistent with the policies and 
procedures submitted as part of the ap-
proved accreditation body application. 

(b) Response to noncompliant programs. 
(1) If an accreditation body receives or 
discovers information that suggests 
that an OTP is not meeting Federal 
opioid treatment standards, or if sur-
vey of the OTP by the accreditation 
body otherwise demonstrates one or 
more deficiencies in the OTP, the ac-
creditation body shall as appropriate 
either require and monitor corrective 
action or shall suspend or revoke ac-
creditation of the OTP, as appropriate 
based on the significance of the defi-
ciencies. 

(i) Accreditation bodies shall either 
not accredit or shall revoke the accred-
itation of any OTP that substantially 
fails to meet the Federal opioid treat-
ment standards. 

(ii) Accreditation bodies shall notify 
SAMHSA as soon as possible but in no 
case longer than 48 hours after becom-
ing aware of any practice or condition 
in an OTP that may pose a serious risk 
to public health or safety or patient 
care. 

(iii) If an accreditation body deter-
mines that an OTP is substantially 
meeting the Federal opioid treatment 
standards, but is not meeting one or 
more accreditation elements, the ac-
creditation body shall determine the 
necessary corrective measures to be 
taken by the OTP, establish a schedule 
for implementation of such measures, 
and notify the OTP in writing that it 
must implement such measures within 

the specified schedule in order to en-
sure continued accreditation. The ac-
creditation body shall verify that the 
necessary steps are taken by the OTP 
within the schedule specified and that 
all accreditation elements are being 
substantially met or will be substan-
tially met. 

(2) Nothing in this part shall prevent 
accreditation bodies from granting ac-
creditation, contingent on promised 
programmatic or performance changes, 
to OTPs with less substantial viola-
tions. Such accreditation shall not ex-
ceed 12 months. OTPs that have been 
granted such accreditation must have 
their accreditation revoked if they fail 
to make changes to receive uncondi-
tional accreditation upon resurvey or 
reinspection. 

(c) Recordkeeping. (1) Accreditation 
bodies shall maintain records of their 
accreditation activities for at least 5 
years from the creation of the record. 
Such records must contain sufficient 
detail to support each accreditation de-
cision made by the accreditation body. 

(2) Accreditation bodies shall estab-
lish procedures to protect confidential 
information collected or received in 
their role as accreditation bodies that 
are consistent with, and that are de-
signed to ensure compliance with, all 
Federal and State laws, including 42 
CFR part 2. 

(i) Information collected or received 
for the purpose of carrying out accredi-
tation body responsibilities shall not 
be used for any other purpose or dis-
closed, other than to SAMHSA or its 
duly designated representatives, unless 
otherwise required by law or with the 
consent of the OTP. 

(ii) Nonpublic information that 
SAMHSA shares with the accreditation 
body concerning an OTP shall not be 
further disclosed except with the writ-
ten permission of SAMHSA. 

(d) Reporting. (1) Accreditation bodies 
shall provide to SAMHSA any docu-
ments and information requested by 
SAMHSA within 5 days of receipt of 
the request. 

(2) Accreditation bodies shall make a 
summary of the results of each accredi-
tation survey available to SAMHSA 
upon request. Such summaries shall 
contain sufficient detail to justify the 
accreditation action taken. 

VerDate Sep<11>2014 11:18 Dec 05, 2019 Jkt 247192 PO 00000 Frm 00107 Fmt 8010 Sfmt 8010 Y:\SGML\247192.XXX 247192



98 

42 CFR Ch. I (10–1–19 Edition) § 8.4 

(3) Accreditation bodies shall provide 
SAMHSA upon request a list of each 
OTP surveyed and the identity of all 
individuals involved in the conduct and 
reporting of survey results. 

(4) Accreditation bodies shall submit 
to SAMHSA the name of each OTP for 
which the accreditation body accredits 
conditionally, denies, suspends, or re-
vokes accreditation, and the basis for 
the action, within 48 hours of the ac-
tion. 

(5) Notwithstanding any reports 
made to SAMHSA under paragraphs 
(d)(1) through (d)(4) of this section, 
each accreditation body shall submit 
to SAMHSA semiannually, on January 
15 and July 15 of each calendar year, a 
report consisting of a summary of the 
results of each accreditation survey 
conducted in the past year. The sum-
mary shall contain sufficient detail to 
justify each accreditation action 
taken. 

(6) All reporting requirements listed 
in this section shall be provided to 
SAMHSA at the address specified in 
§ 8.3(b). 

(e) Complaint response. Accreditation 
bodies shall have policies and proce-
dures to respond to complaints from 
SAMHSA, patients, facility staff, and 
others, within a reasonable period of 
time but not more than 5 days of the 
receipt of the complaint. Accreditation 
bodies shall also agree to notify 
SAMHSA within 48 hours of receipt of 
a complaint and keep SAMHSA in-
formed of all aspects of the response to 
the complaint. 

(f) Modifications of accreditation ele-
ments. Accreditation bodies shall ob-
tain SAMHSA’s authorization prior to 
making any substantive (i.e., nonedi-
torial) change in accreditation ele-
ments. 

(g) Conflicts of interest. The accredita-
tion body shall maintain and apply 
policies and procedures that SAMHSA 
has approved in accordance with § 8.3 to 
reduce the possibility of actual conflict 
of interest, or the appearance of a con-
flict of interest, on the part of individ-
uals who act on behalf of the accredita-
tion body. Individuals who participate 
in accreditation surveys or otherwise 
participate in the accreditation deci-
sion or an appeal of the accreditation 
decision, as well as their spouses and 

minor children, shall not have a finan-
cial interest in the OTP that is the 
subject of the accreditation survey or 
decision. 

(h) Accreditation teams. (1) An accredi-
tation body survey team shall consist 
of healthcare professionals with exper-
tise in drug abuse treatment and, in 
particular, opioid treatment. The ac-
creditation body shall consider factors 
such as the size of the OTP, the antici-
pated number of problems, and the 
OTP’s accreditation history, in deter-
mining the composition of the team. 
At a minimum, survey teams shall con-
sist of at least two healthcare profes-
sionals whose combined expertise in-
cludes: 

(i) The dispensing and administration 
of drugs subject to control under the 
Controlled Substances Act (21 U.S.C. 
801 et seq.); 

(ii) Medical issues relating to the 
dosing and administration of opioid 
agonist treatment medications for the 
treatment of opioid use disorder; 

(iii) Psychosocial counseling of indi-
viduals undergoing opioid treatment; 
and 

(iv) Organizational and administra-
tive issues associated with opioid 
treatment programs. 

(2) Members of the accreditation 
team must be able to recuse them-
selves at any time from any survey in 
which either they or the OTP believes 
there is an actual conflict of interest 
or the appearance of a conflict of inter-
est. 

(i) Accreditation fees. Fees charged to 
OTPs for accreditation shall be reason-
able. SAMHSA generally will find fees 
to be reasonable if the fees are limited 
to recovering costs to the accreditation 
body, including overhead incurred. Ac-
creditation body activities that are not 
related to accreditation functions are 
not recoverable through fees estab-
lished for accreditation. 

(1) The accreditation body shall 
make public its fee structure, includ-
ing those factors, if any, contributing 
to variations in fees for different OTPs. 

(2) At SAMHSA’s request, accredita-
tion bodies shall provide to SAMHSA 
financial records or other materials, in 
a manner specified by SAMHSA, to as-
sist in assessing the reasonableness of 
accreditation body fees. 
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§ 8.5 Periodic evaluation of accredita-
tion bodies. 

SAMHSA will evaluate periodically 
the performance of accreditation bod-
ies primarily by inspecting a selected 
sample of the OTPs accredited by the 
accrediting body and by evaluating the 
accreditation body’s reports of surveys 
conducted, to determine whether the 
OTPs surveyed and accredited by the 
accreditation body are in compliance 
with the Federal opioid treatment 
standards. The evaluation will include 
a determination of whether there are 
major deficiencies in the accreditation 
body’s performance that, if not cor-
rected, would warrant withdrawal of 
the approval of the accreditation body 
under § 8.6. 

§ 8.6 Withdrawal of approval of accred-
itation bodies. 

If SAMHSA determines that an ac-
creditation body is not in substantial 
compliance with this subpart, 
SAMHSA shall take appropriate action 
as follows: 

(a) Major deficiencies. If SAMHSA de-
termines that the accreditation body 
has a major deficiency, such as com-
mission of fraud, material false state-
ment, failure to perform a major ac-
creditation function satisfactorily, or 
significant noncompliance with the re-
quirements of this subpart, SAMHSA 
shall withdraw approval of that accred-
itation body. 

(1) In the event of a major deficiency, 
SAMHSA shall notify the accreditation 
body of the agency’s action and the 
grounds on which the approval was 
withdrawn. 

(2) An accreditation body that has 
lost its approval shall notify each OTP 
that has been accredited or is seeking 
accreditation that the accreditation 
body’s approval has been withdrawn. 
Such notification shall be made within 
a time period and in a manner ap-
proved by SAMHSA. 

(b) Minor deficiencies. If SAMHSA de-
termines that the accreditation body 
has minor deficiencies in the perform-
ance of an accreditation function, that 
are less serious or more limited than 
the types of deficiencies described in 
paragraph (a) of this section, SAMHSA 
will notify the body that it has 90 days 
to submit to SAMHSA a plan of correc-

tive action. The plan must include a 
summary of corrective actions and a 
schedule for their implementation. 
SAMHSA may place the body on proba-
tionary status for a period of time de-
termined by SAMHSA, or may with-
draw approval of the body if corrective 
action is not taken. 

(1) If SAMHSA places an accredita-
tion body on probationary status, the 
body shall notify all OTPs that have 
been accredited, or that are seeking ac-
creditation, of the accreditation body’s 
probationary status within a time pe-
riod and in a manner approved by 
SAMHSA. 

(2) Probationary status will remain 
in effect until such time as the body 
can demonstrate to the satisfaction of 
SAMHSA that it has successfully im-
plemented or is implementing the cor-
rective action plan within the estab-
lished schedule, and the corrective ac-
tions taken have substantially elimi-
nated all identified problems. 

(3) If SAMHSA determines that an 
accreditation body that has been 
placed on probationary status is not 
implementing corrective actions satis-
factorily or within the established 
schedule, SAMHSA may withdraw ap-
proval of the accreditation body. The 
accreditation body shall notify all 
OTPs that have been accredited, or are 
seeking accreditation, of the accredita-
tion body’s loss of SAMHSA approval 
within a time period and in a manner 
approved by SAMHSA. 

(c) Reapplication. (1) An accreditation 
body that has had its approval with-
drawn may submit a new application 
for approval if the body can provide in-
formation to SAMHSA to establish 
that the problems that were grounds 
for withdrawal of approval have been 
resolved. 

(2) If SAMHSA determines that the 
new application demonstrates that the 
body satisfactorily has addressed the 
causes of its previous unacceptable per-
formance, SAMHSA may reinstate ap-
proval of the accreditation body. 

(3) SAMHSA may request additional 
information or establish additional 
conditions that must be met before 
SAMHSA approves the reapplication. 
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(4) SAMHSA may refuse to accept an 
application from a former accredita-
tion body whose approval was with-
drawn because of fraud, material false 
statement, or willful disregard of pub-
lic health. 

(d) Hearings. An opportunity to chal-
lenge an adverse action taken regard-
ing withdrawal of approval of an ac-
creditation body shall be addressed 
through the relevant procedures set 
forth in subpart C of this part, except 
that the procedures in § 8.28 for expe-
dited review of an immediate suspen-
sion would not apply to an accredita-
tion body that has been notified under 
paragraph (a) or (b) of this section of 
the withdrawal of its approval. 

Subpart C—Certification and 
Treatment Standards for 
Opioid Treatment Programs 

SOURCE: Redesignated at 81 FR 44737, July 
8, 2016, unless otherwise noted. 

§ 8.11 Opioid treatment program cer-
tification. 

(a) General. (1) An OTP must be the 
subject of a current, valid certification 
from SAMHSA to be considered quali-
fied by the Secretary under section 
303(g)(1) of the Controlled Substances 
Act (21 U.S.C. 823(g)(1)) to dispense 
opioid drugs in the treatment of opioid 
use disorder. An OTP must be deter-
mined to be qualified under section 
303(g)(1) of the Controlled Substances 
Act, and must be determined to be 
qualified by the Attorney General 
under section 303(g)(1), to be registered 
by the Attorney General to dispense 
opioid agonist treatment medications 
to individuals for treatment of opioid 
use disorder. 

(2) To obtain certification from 
SAMHSA, an OTP must meet the Fed-
eral opioid treatment standards in 
§ 8.12, must be the subject of a current, 
valid accreditation by an accreditation 
body or other entity designated by 
SAMHSA, and must comply with any 
other conditions for certification es-
tablished by SAMHSA. 

(3) Certification shall be granted for 
a term not to exceed 3 years, except 
that certification may be extended dur-
ing the third year if an application for 
accreditation is pending. 

(b) Application for certification. Three 
copies of an application for certifi-
cation must be submitted by the OTP 
to the address identified in § 8.3(b). 
SAMHSA will consider and accept the 
electronic submission of these mate-
rials when electronic submission sys-
tems are developed and available. The 
application for certification shall in-
clude: 

(1) A description of the current ac-
creditation status of the OTP; 

(2) A description of the organiza-
tional structure of the OTP; 

(3) The names of the persons respon-
sible for the OTP; 

(4) The addresses of the OTP and of 
each medication unit or other facility 
under the control of the OTP; 

(5) The sources of funding for the 
OTP and the name and address of each 
governmental entity that provides 
such funding; and 

(6) A statement that the OTP will 
comply with the conditions of certifi-
cation set forth in paragraph (f) of this 
section. 

(7) The application shall be signed by 
the program sponsor who shall certify 
that the information submitted in the 
application is truthful and accurate. 

(c) Action on application. (1) Following 
SAMHSA’s receipt of an application for 
certification of an OTP, and after con-
sultation with the appropriate State 
authority regarding the qualifications 
of the applicant, SAMHSA may grant 
the application for certification, or 
renew an existing certification, if 
SAMHSA determines that the OTP has 
satisfied the requirements for certifi-
cation or renewal of certification. 

(2) SAMHSA may deny the applica-
tion if SAMHSA determines that: 

(i) The application for certification is 
deficient in any respect; 

(ii) The OTP will not be operated in 
accordance with the Federal opioid 
treatment standards established under 
§ 8.12; 

(iii) The OTP will not permit an in-
spection or a survey to proceed, or will 
not permit in a timely manner access 
to relevant records or information; or 

(iv) The OTP has made misrepresen-
tations in obtaining accreditation or in 
applying for certification. 

(3) Within 5 days after it reaches a 
final determination that an OTP meets 
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the requirements for certification, 
SAMHSA will notify the Drug Enforce-
ment Administration (DEA) that the 
OTP has been determined to be quali-
fied to provide opioid treatment under 
section 303(g)(1) of the Controlled Sub-
stances Act. 

(d) Transitional certification. OTPs 
that before May 18, 2001 were the sub-
ject of a current, valid approval by 
FDA under 21 CFR, part 291 (contained 
in the 21 CFR parts 200 to 299 edition, 
revised as of July 1, 2000), are deemed 
to be the subject of a current valid cer-
tification for purposes of paragraph 
(a)(11) of this section. Such ‘‘transi-
tional certification’’ will expire on Au-
gust 17, 2001 unless the OTP submits 
the information required by paragraph 
(b) of this section to SAMHSA on or be-
fore August 17, 2001. In addition to this 
application, OTPs must certify with a 
written statement signed by the pro-
gram sponsor, that they will apply for 
accreditation within 90 days of the date 
SAMHSA approves the second accredi-
tation body. Transitional certification, 
in that case, will expire on May 19, 
2003. SAMHSA may extend the transi-
tional certification of an OTP for up to 
one additional year provided the OTP 
demonstrates that it has applied for ac-
creditation, that an accreditation sur-
vey has taken place or is scheduled to 
take place, and that an accreditation 
decision is expected within a reason-
able period of time (e.g., within 90 days 
from the date of survey). Transitional 
certification under this section may be 
suspended or revoked in accordance 
with § 8.14. 

(e) Provisional certification. (1) OTPs 
that have no current certification from 
SAMHSA, but have applied for accredi-
tation with an accreditation body, are 
eligible to receive a provisional certifi-
cation for up to 1 year. To receive a 
provisional certification, an OTP shall 
submit the information required by 
paragraph (b) of this section to 
SAMHSA along with a statement iden-
tifying the accreditation body to which 
the OTP has applied for accreditation, 
the date on which the OTP applied for 
accreditation, the dates of any accredi-
tation surveys that have taken place or 
are expected to take place, and the ex-
pected schedule for completing the ac-
creditation process. A provisional cer-

tification for up to 1 year will be grant-
ed, following receipt of the information 
described in this paragraph, unless 
SAMHSA determines that patient 
health would be adversely affected by 
the granting of provisional certifi-
cation. 

(2) An extension of provisional cer-
tification may be granted in extraor-
dinary circumstances or otherwise to 
protect public health. To apply for a 90- 
day extension of provisional certifi-
cation, an OTP shall submit to 
SAMHSA a statement explaining its ef-
forts to obtain accreditation and a 
schedule for obtaining accreditation as 
expeditiously as possible. 

(f) Conditions for certification. (1) OTPs 
shall comply with all pertinent State 
laws and regulations. Nothing in this 
part is intended to limit the authority 
of State and, as appropriate, local gov-
ernmental entities to regulate the use 
of opioid drugs in the treatment of 
opioid use disorder. The provisions of 
this section requiring compliance with 
requirements imposed by State law, or 
the submission of applications or re-
ports required by the State authority, 
do not apply to OTPs operated directly 
by the Department of Veterans Affairs, 
the Indian Health Service, or any other 
department or agency of the United 
States. Federal agencies operating 
OTPs have agreed to cooperate volun-
tarily with State agencies by granting 
permission on an informal basis for 
designated State representatives to 
visit Federal OTPs and by furnishing a 
copy of Federal reports to the State 
authority, including the reports re-
quired under this section. 

(2) OTPs shall allow, in accordance 
with Federal controlled substances 
laws and Federal confidentiality laws, 
inspections and surveys by duly au-
thorized employees of SAMHSA, by ac-
creditation bodies, by the DEA, and by 
authorized employees of any relevant 
State or Federal governmental author-
ity. 

(3) Disclosure of patient records 
maintained by an OTP is governed by 
the provisions of 42 CFR part 2, and 
every program must comply with that 
part. Records on the receipt, storage, 
and distribution of opioid agonist 
treatment medications are also subject 
to inspection under Federal controlled 
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substances laws and under the Federal 
Food, Drug, and Cosmetic Act (21 
U.S.C. 321 et seq.). Federally-sponsored 
treatment programs are subject to ap-
plicable Federal confidentiality stat-
utes. 

(4) A treatment program or medica-
tion unit or any part thereof, including 
any facility or any individual, shall 
permit a duly authorized employee of 
SAMHSA to have access to and to copy 
all records on the use of opioid drugs in 
accordance with the provisions of 42 
CFR part 2. 

(5) OTPs shall notify SAMHSA with-
in 3 weeks of any replacement or other 
change in the status of the program 
sponsor or medical director. 

(6) OTPs shall comply with all regu-
lations enforced by the DEA under 21 
CFR chapter II, and must be registered 
by the DEA before administering or 
dispensing opioid agonist treatment 
medications. 

(7) OTPs must operate in accordance 
with Federal opioid treatment stand-
ards and approved accreditation ele-
ments. 

(g) Conditions for interim maintenance 
treatment program approval. (1) Before a 
public or nonprofit private OTP may 
provide interim maintenance treat-
ment, the program must receive the 
approval of both SAMHSA and the 
chief public health officer of the State 
in which the OTP operates. 

(2) Before SAMHSA may grant such 
approval, the OTP must provide 
SAMHSA with documentation from the 
chief public health officer of the State 
in which the OTP operates dem-
onstrating that: 

(i) Such officer does not object to the 
providing of interim maintenance 
treatment in the State; 

(ii) The OTP seeking to provide such 
treatment is unable to place patients 
in a public or nonprofit private com-
prehensive treatment program within a 
reasonable geographic area within 14 
days of the time patients seek admis-
sion to such programs; 

(iii) The authorization of the OTP to 
provide interim maintenance treat-
ment will not otherwise reduce the ca-
pacity of comprehensive maintenance 
treatment programs in the State to 
admit individuals (relative to the date 
on which such officer so certifies); and 

(iv) The State certifies that each in-
dividual enrolled in interim mainte-
nance treatment will be transferred to 
a comprehensive maintenance treat-
ment program no later than 120 days 
from the date on which each individual 
first requested treatment, as provided 
in section 1923 of the Public Health 
Service Act (21 U.S.C. 300x-23). 

(3) SAMHSA will provide notice to 
the OTP denying or approving the re-
quest to provide interim maintenance 
treatment. The OTP shall not provide 
such treatment until it has received 
such notice from SAMHSA. 

(h) Exemptions. An OTP may, at the 
time of application for certification or 
any time thereafter, request from 
SAMHSA exemption from the regu-
latory requirements set forth under 
this section and § 8.12. An example of a 
case in which an exemption might be 
granted would be for a private practi-
tioner who wishes to treat a limited 
number of patients in a non-metropoli-
tan area with few physicians and no re-
habilitative services geographically ac-
cessible and requests exemption from 
some of the staffing and service stand-
ards. The OTP shall support the ration-
ale for the exemption with thorough 
documentation, to be supplied in an ap-
pendix to the initial application for 
certification or in a separate submis-
sion. SAMHSA will approve or deny 
such exemptions at the time of applica-
tion, or any time thereafter, if appro-
priate. SAMHSA shall consult with the 
appropriate State authority prior to 
taking action on an exemption request. 

(i) Medication units, long-term care fa-
cilities and hospitals. (1) Certified OTPs 
may establish medication units that 
are authorized to dispense opioid 
agonist treatment medications for ob-
served ingestion. Before establishing a 
medication unit, a certified OTP must 
notify SAMHSA by submitting form 
SMA–162. The OTP must also comply 
with the provisions of 21 CFR part 1300 
before establishing a medication unit. 
Medication units shall comply with all 
pertinent state laws and regulations. 

(2) Certification as an OTP under this 
part will not be required for the main-
tenance or detoxification treatment of 
a patient who is admitted to a hospital 
or long-term care facility for the treat-
ment of medical conditions other than 
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opioid use disorder and who requires 
maintenance or detoxification treat-
ment during the period of his or her 
stay in that hospital or long-term care 
facility. The terms ‘‘hospital’’ and 
‘‘long-term care facility’’ as used in 
this section are to have the meaning 
that is assigned under the law of the 
State in which the treatment is being 
provided. Nothing in this section is in-
tended to relieve hospitals and long- 
term care facilities from the obligation 
to obtain registration from the Attor-
ney General, as appropriate, under sec-
tion 303(g) of the Controlled Substances 
Act. 

[66 FR 4090, Jan. 17, 2001, as amended at 66 
FR 15347, Mar. 19, 2001] 

§ 8.12 Federal opioid treatment stand-
ards. 

(a) General. OTPs must provide treat-
ment in accordance with the standards 
in this section and must comply with 
these standards as a condition of cer-
tification. 

(b) Administrative and organizational 
structure. An OTP’s organizational 
structure and facilities shall be ade-
quate to ensure quality patient care 
and to meet the requirements of all 
pertinent Federal, State, and local 
laws and regulations. At a minimum, 
each OTP shall formally designate a 
program sponsor and medical director. 
The program sponsor shall agree on be-
half of the OTP to adhere to all re-
quirements set forth in this part and 
any regulations regarding the use of 
opioid agonist treatment medications 
in the treatment of opioid use disorder 
which may be promulgated in the fu-
ture. The medical director shall as-
sume responsibility for administering 
all medical services performed by the 
OTP. In addition, the medical director 
shall be responsible for ensuring that 
the OTP is in compliance with all ap-
plicable Federal, State, and local laws 
and regulations. 

(c) Continuous quality improvement. (1) 
An OTP must maintain current quality 
assurance and quality control plans 
that include, among other things, an-
nual reviews of program policies and 
procedures and ongoing assessment of 
patient outcomes. 

(2) An OTP must maintain a current 
‘‘Diversion Control Plan’’ or ‘‘DCP’’ as 

part of its quality assurance program 
that contains specific measures to re-
duce the possibility of diversion of con-
trolled substances from legitimate 
treatment use and that assigns specific 
responsibility to the medical and ad-
ministrative staff of the OTP for car-
rying out the diversion control meas-
ures and functions described in the 
DCP. 

(d) Staff credentials. Each person en-
gaged in the treatment of opioid use 
disorder must have sufficient edu-
cation, training, and experience, or any 
combination thereof, to enable that 
person to perform the assigned func-
tions. All physicians, nurses, and other 
licensed professional care providers, in-
cluding addiction counselors, must 
comply with the credentialing require-
ments of their respective professions. 

(e) Patient admission criteria—(1) 
Maintenance treatment. An OTP shall 
maintain current procedures designed 
to ensure that patients are admitted to 
maintenance treatment by qualified 
personnel who have determined, using 
accepted medical criteria such as those 
listed in the Diagnostic and Statistical 
Manual for Mental Disorders (DSM-IV), 
that the person is currently addicted to 
an opioid drug, and that the person be-
came addicted at least 1 year before ad-
mission for treatment. In addition, a 
program physician shall ensure that 
each patient voluntarily chooses main-
tenance treatment and that all rel-
evant facts concerning the use of the 
opioid drug are clearly and adequately 
explained to the patient, and that each 
patient provides informed written con-
sent to treatment. 

(2) Maintenance treatment for persons 
under age 18. A person under 18 years of 
age is required to have had two docu-
mented unsuccessful attempts at short- 
term detoxification or drug-free treat-
ment within a 12-month period to be el-
igible for maintenance treatment. No 
person under 18 years of age may be ad-
mitted to maintenance treatment un-
less a parent, legal guardian, or respon-
sible adult designated by the relevant 
State authority consents in writing to 
such treatment. 

(3) Maintenance treatment admission 
exceptions. If clinically appropriate, the 
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program physician may waive the re-
quirement of a 1-year history of addic-
tion under paragraph (e)(1) of this sec-
tion, for patients released from penal 
institutions (within 6 months after re-
lease), for pregnant patients (program 
physician must certify pregnancy), and 
for previously treated patients (up to 2 
years after discharge). 

(4) Detoxification treatment. An OTP 
shall maintain current procedures that 
are designed to ensure that patients 
are admitted to short- or long-term de-
toxification treatment by qualified 
personnel, such as a program physi-
cian, who determines that such treat-
ment is appropriate for the specific pa-
tient by applying established diag-
nostic criteria. Patients with two or 
more unsuccessful detoxification epi-
sodes within a 12-month period must be 
assessed by the OTP physician for 
other forms of treatment. A program 
shall not admit a patient for more than 
two detoxification treatment episodes 
in one year. 

(f) Required services—(1) General. OTPs 
shall provide adequate medical, coun-
seling, vocational, educational, and 
other assessment and treatment serv-
ices. These services must be available 
at the primary facility, except where 
the program sponsor has entered into a 
formal, documented agreement with a 
private or public agency, organization, 
practitioner, or institution to provide 
these services to patients enrolled in 
the OTP. The program sponsor, in any 
event, must be able to document that 
these services are fully and reasonably 
available to patients. 

(2) Initial medical examination services. 
OTPs shall require each patient to un-
dergo a complete, fully documented 
physical evaluation by a program phy-
sician or a primary care physician, or 
an authorized healthcare professional 
under the supervision of a program 
physician, before admission to the 
OTP. The full medical examination, in-
cluding the results of serology and 
other tests, must be completed within 
14 days following admission. 

(3) Special services for pregnant pa-
tients. OTPs must maintain current 
policies and procedures that reflect the 
special needs of patients who are preg-
nant. Prenatal care and other gender 
specific services or pregnant patients 

must be provided either by the OTP or 
by referral to appropriate healthcare 
providers. 

(4) Initial and periodic assessment serv-
ices. Each patient accepted for treat-
ment at an OTP shall be assessed ini-
tially and periodically by qualified per-
sonnel to determine the most appro-
priate combination of services and 
treatment. The initial assessment 
must include preparation of a treat-
ment plan that includes the patient’s 
short-term goals and the tasks the pa-
tient must perform to complete the 
short-term goals; the patient’s require-
ments for education, vocational reha-
bilitation, and employment; and the 
medical, psychosocial, economic, legal, 
or other supportive services that a pa-
tient needs. The treatment plan also 
must identify the frequency with which 
these services are to be provided. The 
plan must be reviewed and updated to 
reflect that patient’s personal history, 
his or her current needs for medical, 
social, and psychological services, and 
his or her current needs for education, 
vocational rehabilitation, and employ-
ment services. 

(5) Counseling services. (i) OTPs must 
provide adequate substance abuse 
counseling to each patient as clinically 
necessary. This counseling shall be pro-
vided by a program counselor, qualified 
by education, training, or experience to 
assess the psychological and socio-
logical background of patients, to con-
tribute to the appropriate treatment 
plan for the patient and to monitor pa-
tient progress. 

(ii) OTPs must provide counseling on 
preventing exposure to, and the trans-
mission of, human immunodeficiency 
virus (HIV) disease for each patient ad-
mitted or readmitted to maintenance 
or detoxification treatment. 

(iii) OTPs must provide directly, or 
through referral to adequate and rea-
sonably accessible community re-
sources, vocational rehabilitation, edu-
cation, and employment services for 
patients who either request such serv-
ices or who have been determined by 
the program staff to be in need of such 
services. 

(6) Drug abuse testing services. OTPs 
must provide adequate testing or anal-
ysis for drugs of abuse, including at 
least eight random drug abuse tests per 
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year, per patient in maintenance treat-
ment, in accordance with generally ac-
cepted clinical practice. For patients 
in short-term detoxification treat-
ment, the OTP shall perform at least 
one initial drug abuse test. For pa-
tients receiving long-term detoxifica-
tion treatment, the program shall per-
form initial and monthly random tests 
on each patient. 

(g) Recordkeeping and patient confiden-
tiality. (1) OTPs shall establish and 
maintain a recordkeeping system that 
is adequate to document and monitor 
patient care. This system is required to 
comply with all Federal and State re-
porting requirements relevant to 
opioid drugs approved for use in treat-
ment of opioid use disorder. All records 
are required to be kept confidential in 
accordance with all applicable Federal 
and State requirements. 

(2) OTPs shall include, as an essential 
part of the recordkeeping system, doc-
umentation in each patient’s record 
that the OTP made a good faith effort 
to review whether or not the patient is 
enrolled any other OTP. A patient en-
rolled in an OTP shall not be permitted 
to obtain treatment in any other OTP 
except in exceptional circumstances. If 
the medical director or program physi-
cian of the OTP in which the patient is 
enrolled determines that such excep-
tional circumstances exist, the patient 
may be granted permission to seek 
treatment at another OTP, provided 
the justification for finding excep-
tional circumstances is noted in the 
patient’s record both at the OTP in 
which the patient is enrolled and at the 
OTP that will provide the treatment. 

(h) Medication administration, dis-
pensing, and use. (1) OTPs must ensure 
that opioid agonist treatment medica-
tions are administered or dispensed 
only by a practitioner licensed under 
the appropriate State law and reg-
istered under the appropriate State and 
Federal laws to administer or dispense 
opioid drugs, or by an agent of such a 
practitioner, supervised by and under 
the order of the licensed practitioner. 
This agent is required to be a phar-
macist, registered nurse, or licensed 
practical nurse, or any other 
healthcare professional authorized by 
Federal and State law to administer or 
dispense opioid drugs. 

(2) OTPs shall use only those opioid 
agonist treatment medications that 
are approved by the Food and Drug Ad-
ministration under section 505 of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355) for use in the treatment 
of opioid use disorder. In addition, 
OTPs who are fully compliant with the 
protocol of an investigational use of a 
drug and other conditions set forth in 
the application may administer a drug 
that has been authorized by the Food 
and Drug Administration under an in-
vestigational new drug application 
under section 505(i) of the Federal 
Food, Drug, and Cosmetic Act for in-
vestigational use in the treatment of 
opioid use disorder. Currently the fol-
lowing opioid agonist treatment medi-
cations will be considered to be ap-
proved by the Food and Drug Adminis-
tration for use in the treatment of 
opioid use disorder: 

(i) Methadone; 
(ii) Levomethadyl acetate (LAAM); 

and 
(iii) Buprenorphine and 

buprenorphine combination products 
that have been approved for use in the 
treatment of opioid use disorder. 

(3) OTPs shall maintain current pro-
cedures that are adequate to ensure 
that the following dosage form and ini-
tial dosing requirements are met: 

(i) Methadone shall be administered 
or dispensed only in oral form and shall 
be formulated in such a way as to re-
duce its potential for parenteral abuse. 

(ii) For each new patient enrolled in 
a program, the initial dose of metha-
done shall not exceed 30 milligrams and 
the total dose for the first day shall 
not exceed 40 milligrams, unless the 
program physician documents in the 
patient’s record that 40 milligrams did 
not suppress opioid abstinence symp-
toms. 

(4) OTPs shall maintain current pro-
cedures adequate to ensure that each 
opioid agonist treatment medication 
used by the program is administered 
and dispensed in accordance with its 
approved product labeling. Dosing and 
administration decisions shall be made 
by a program physician familiar with 
the most up-to-date product labeling. 
These procedures must ensure that any 
significant deviations from the ap-
proved labeling, including deviations 
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with regard to dose, frequency, or the 
conditions of use described in the ap-
proved labeling, are specifically docu-
mented in the patient’s record. 

(i) Unsupervised or ‘‘take-home’’ use. 
To limit the potential for diversion of 
opioid agonist treatment medications 
to the illicit market, opioid agonist 
treatment medications dispensed to pa-
tients for unsupervised use shall be 
subject to the following requirements. 

(1) Any patient in comprehensive 
maintenance treatment may receive a 
single take-home dose for a day that 
the clinic is closed for business, includ-
ing Sundays and State and Federal 
holidays. 

(2) Treatment program decisions on 
dispensing opioid treatment medica-
tions to patients for unsupervised use 
beyond that set forth in paragraph 
(i)(1) of this section, shall be deter-
mined by the medical director. In de-
termining which patients may be per-
mitted unsupervised use, the medical 
director shall consider the following 
take-home criteria in determining 
whether a patient is responsible in han-
dling opioid drugs for unsupervised use. 

(i) Absence of recent abuse of drugs 
(opioid or nonnarcotic), including alco-
hol; 

(ii) Regularity of clinic attendance; 
(iii) Absence of serious behavioral 

problems at the clinic; 
(iv) Absence of known recent crimi-

nal activity, e.g., drug dealing; 
(v) Stability of the patient’s home 

environment and social relationships; 
(vi) Length of time in comprehensive 

maintenance treatment; 
(vii) Assurance that take-home medi-

cation can be safely stored within the 
patient’s home; and 

(viii) Whether the rehabilitative ben-
efit the patient derived from decreas-
ing the frequency of clinic attendance 
outweighs the potential risks of diver-
sion. 

(3) Such determinations and the basis 
for such determinations consistent 
with the criteria outlined in paragraph 
(i)(2) of this section shall be docu-
mented in the patient’s medical record. 
If it is determined that a patient is re-
sponsible in handling opioid drugs, the 
dispensing restrictions set forth in 
paragraphs (i)(3)(i) through (vi) of this 
section apply. The dispensing restric-

tions set forth in paragraphs (i)(3)(i) 
through (vi) of this section do not 
apply to buprenorphine and 
buprenorphine products listed under 
paragraph (h)(2)(iii) of this section. 

(i) During the first 90 days of treat-
ment, the take-home supply (beyond 
that of paragraph (i)(1) of this section) 
is limited to a single dose each week 
and the patient shall ingest all other 
doses under appropriate supervision as 
provided for under the regulations in 
this subpart. 

(ii) In the second 90 days of treat-
ment, the take-home supply (beyond 
that of paragraph (i)(1) of this section) 
are two doses per week. 

(iii) In the third 90 days of treatment, 
the take-home supply (beyond that of 
paragraph (i)(1) of this section) are 
three doses per week. 

(iv) In the remaining months of the 
first year, a patient may be given a 
maximum 6-day supply of take-home 
medication. 

(v) After 1 year of continuous treat-
ment, a patient may be given a max-
imum 2-week supply of take-home 
medication. 

(vi) After 2 years of continuous treat-
ment, a patient may be given a max-
imum one-month supply of take-home 
medication, but must make monthly 
visits. 

(4) No medications shall be dispensed 
to patients in short-term detoxifica-
tion treatment or interim maintenance 
treatment for unsupervised or take- 
home use. 

(5) OTPs must maintain current pro-
cedures adequate to identify the theft 
or diversion of take-home medications, 
including labeling containers with the 
OTP’s name, address, and telephone 
number. Programs also must ensure 
that take-home supplies are packaged 
in a manner that is designed to reduce 
the risk of accidental ingestion, includ-
ing child-proof containers (see Poison 
Prevention Packaging Act, Public Law 
91–601 (15 U.S.C. 1471 et seq.)). 

(j) Interim maintenance treatment. (1) 
The program sponsor of a public or 
nonprofit private OTP may place an in-
dividual, who is eligible for admission 
to comprehensive maintenance treat-
ment, in interim maintenance treat-
ment if the individual cannot be placed 
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in a public or nonprofit private com-
prehensive program within a reason-
able geographic area and within 14 days 
of the individual’s application for ad-
mission to comprehensive maintenance 
treatment. An initial and at least two 
other urine screens shall be taken from 
interim patients during the maximum 
of 120 days permitted for such treat-
ment. A program shall establish and 
follow reasonable criteria for estab-
lishing priorities for transferring pa-
tients from interim maintenance to 
comprehensive maintenance treat-
ment. These transfer criteria shall be 
in writing and shall include, at a min-
imum, a preference for pregnant 
women in admitting patients to in-
terim maintenance and in transferring 
patients from interim maintenance to 
comprehensive maintenance treat-
ment. Interim maintenance shall be 
provided in a manner consistent with 
all applicable Federal and State laws, 
including sections 1923, 1927(a), and 1976 
of the Public Health Service Act (21 
U.S.C. 300x–23, 300x–27(a), and 300y–11). 

(2) The program shall notify the 
State health officer when a patient be-
gins interim maintenance treatment, 
when a patient leaves interim mainte-
nance treatment, and before the date of 
mandatory transfer to a comprehensive 
program, and shall document such no-
tifications. 

(3) SAMHSA may revoke the interim 
maintenance authorization for pro-
grams that fail to comply with the pro-
visions of this paragraph (j). Likewise, 
SAMHSA will consider revoking the in-
terim maintenance authorization of a 
program if the State in which the pro-
gram operates is not in compliance 
with the provisions of § 8.11(g). 

(4) All requirements for comprehen-
sive maintenance treatment apply to 
interim maintenance treatment with 
the following exceptions: 

(i) The opioid agonist treatment 
medication is required to be adminis-
tered daily under observation; 

(ii) Unsupervised or ‘‘take-home’’ use 
is not allowed; 

(iii) An initial treatment plan and 
periodic treatment plan evaluations 
are not required; 

(iv) A primary counselor is not re-
quired to be assigned to the patient; 

(v) Interim maintenance cannot be 
provided for longer than 120 days in 
any 12-month period; and 

(vi) Rehabilitative, education, and 
other counseling services described in 
paragraphs (f)(4), (f)(5)(i), and (f)(5)(iii) 
of this section are not required to be 
provided to the patient. 

[66 FR 4090, Jan. 17, 2001, as amended at 68 
FR 27939, May 22, 2003; 77 FR 72761, Dec. 6, 
2012; 80 FR 34838, June 18, 2015] 

§ 8.13 Revocation of accreditation and 
accreditation body approval. 

(a) SAMHSA action following revoca-
tion of accreditation. If an accreditation 
body revokes an OTP’s accreditation, 
SAMHSA may conduct an investiga-
tion into the reasons for the revoca-
tion. Following such investigation, 
SAMHSA may determine that the 
OTP’s certification should no longer be 
in effect, at which time SAMHSA will 
initiate procedures to revoke the facili-
ty’s certification in accordance with 
§ 8.14. Alternatively, SAMHSA may de-
termine that another action or com-
bination of actions would better serve 
the public health, including the estab-
lishment and implementation of a cor-
rective plan of action that will permit 
the certification to continue in effect 
while the OTP seeks reaccreditation. 

(b) Accreditation body approval. (1) If 
SAMHSA withdraws the approval of an 
accreditation body under § 8.6, the cer-
tifications of OTPs accredited by such 
body shall remain in effect for a period 
of 1 year after the date of withdrawal 
of approval of the accreditation body, 
unless SAMHSA determines that to 
protect public health or safety, or be-
cause the accreditation body fraudu-
lently accredited treatment programs, 
the certifications of some or all of the 
programs should be revoked or sus-
pended or that a shorter time period 
should be established for the certifi-
cations to remain in effect. SAMHSA 
may extend the time in which a certifi-
cation remains in effect under this 
paragraph on a case-by-case basis. 

(2) Within 1 year from the date of 
withdrawal of approval of an accredita-
tion body, or within any shorter period 
of time established by SAMHSA, OTPs 
currently accredited by the accredita-
tion body must obtain accreditation 
from another accreditation body. 

VerDate Sep<11>2014 11:18 Dec 05, 2019 Jkt 247192 PO 00000 Frm 00117 Fmt 8010 Sfmt 8010 Y:\SGML\247192.XXX 247192



108 

42 CFR Ch. I (10–1–19 Edition) § 8.14 

SAMHSA may extend the time period 
for obtaining reaccreditation on a case- 
by-case basis. 

§ 8.14 Suspension or revocation of cer-
tification. 

(a) Revocation. Except as provided in 
paragraph (b) of this section, SAMHSA 
may revoke the certification of an OTP 
if SAMHSA finds, after providing the 
program sponsor with notice and an op-
portunity for a hearing in accordance 
with subpart C of this part, that the 
program sponsor, or any employee of 
the OTP: 

(1) Has been found guilty of misrepre-
sentation in obtaining the certifi-
cation; 

(2) Has failed to comply with the Fed-
eral opioid treatment standards in any 
respect; 

(3) Has failed to comply with reason-
able requests from SAMHSA or from an 
accreditation body for records, infor-
mation, reports, or materials that are 
necessary to determine the continued 
eligibility of the OTP for certification 
or continued compliance with the Fed-
eral opioid treatment standards; or 

(4) Has refused a reasonable request 
of a duly designated SAMHSA inspec-
tor, Drug Enforcement Administration 
(DEA) Inspector, State Inspector, or 
accreditation body representative for 
permission to inspect the program or 
the program’s operations or its records. 

(b) Suspension. Whenever SAMHSA 
has reason to believe that revocation 
may be required and that immediate 
action is necessary to protect public 
health or safety, SAMHSA may imme-
diately suspend the certification of an 
OTP before holding a hearing under 
subpart C of this part. SAMHSA may 
immediately suspend as well as propose 
revocation of the certification of an 
OTP before holding a hearing under 
subpart C of this part if SAMHSA 
makes a finding described in paragraph 
(a) of this section and also determines 
that: 

(1) The failure to comply with the 
Federal opioid treatment standards 
presents an imminent danger to the 
public health or safety; 

(2) The refusal to permit inspection 
makes immediate suspension nec-
essary; or 

(3) There is reason to believe that the 
failure to comply with the Federal 
opioid treatment standards was inten-
tional or was associated with fraud. 

(c) Written notification. In the event 
that SAMHSA suspends the certifi-
cation of an OTP in accordance with 
paragraph (b) of this section or pro-
poses to revoke the certification of an 
OTP in accordance with paragraph (a) 
of this section, SAMHSA shall prompt-
ly provide the sponsor of the OTP with 
written notice of the suspension or pro-
posed revocation by facsimile trans-
mission, personal service, commercial 
overnight delivery service, or certified 
mail, return receipt requested. Such 
notice shall state the reasons for the 
action and shall state that the OTP 
may seek review of the action in ac-
cordance with the procedures in sub-
part C of this part. 

(d)(1) If SAMHSA suspends certifi-
cation in accordance with paragraph 
(b) of this section: 

(i) SAMHSA will immediately notify 
DEA that the OTP’s registration 
should be suspended under 21 U.S.C. 
824(d); and 

(ii) SAMHSA will provide an oppor-
tunity for a hearing under subpart C of 
this part. 

(2) Suspension of certification under 
paragraph (b) of this section shall re-
main in effect until the agency deter-
mines that: 

(i) The basis for the suspension can-
not be substantiated; 

(ii) Violations of required standards 
have been corrected to the agency’s 
satisfaction; or 

(iii) The OTP’s certification shall be 
revoked. 

§ 8.15 Forms. 

(a) SMA–162—Application for Certifi-
cation to Use Opioid Agonist Treat-
ment Medications for Opioid Treat-
ment. 

(b) SMA–163—Application for Becom-
ing an Accreditation Body under § 8.3. 
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Subpart D—Procedures for Review 
of Suspension or Proposed 
Revocation of OTP Certifi-
cation, and of Adverse Action 
Regarding Withdrawal of Ap-
proval of an Accreditation 
Body 

SOURCE: Redesignated at 81 FR 44737, July 
8, 2016, unless otherwise noted. 

§ 8.21 Applicability. 
The procedures in this subpart apply 

when: 
(a) SAMHSA has notified an OTP in 

writing that its certification under the 
regulations in subpart B of this part 
has been suspended or that SAMHSA 
proposes to revoke the certification; 
and 

(b) The OTP has, within 30 days of 
the date of the notification or within 3 
days of the date of the notification 
when seeking an expedited review of a 
suspension, requested in writing an op-
portunity for a review of the suspen-
sion or proposed revocation. 

(c) SAMHSA has notified an accredi-
tation body of an adverse action taken 
regarding withdrawal of approval of 
the accreditation body under the regu-
lations in subpart A of this part; and 

(d) The accreditation body has, with-
in 30 days of the date of the notifica-
tion, requested in writing an oppor-
tunity for a review of the adverse ac-
tion. 

§ 8.22 Definitions. 
The following definitions apply to 

this subpart C. 
(a) Appellant means: 
(1) The treatment program which has 

been notified of its suspension or pro-
posed revocation of its certification 
under the regulations of this part and 
has requested a review of the suspen-
sion or proposed revocation, or 

(2) The accreditation body which has 
been notified of adverse action regard-
ing withdrawal of approval under the 
regulations of this subpart and has re-
quested a review of the adverse action. 

(b) Respondent means SAMHSA. 
(c) Reviewing official means the per-

son or persons designated by the Sec-
retary who will review the suspension 
or proposed revocation. The reviewing 

official may be assisted by one or more 
HHS officers or employees or consult-
ants in assessing and weighing the sci-
entific and technical evidence and 
other information submitted by the ap-
pellant and respondent on the reasons 
for the suspension and proposed revoca-
tion. 

§ 8.23 Limitation on issues subject to 
review. 

The scope of review shall be limited 
to the facts relevant to any suspension, 
or proposed revocation, or adverse ac-
tion, the necessary interpretations of 
the facts the regulations, in the sub-
part, and other relevant law. 

§ 8.24 Specifying who represents the 
parties. 

The appellant’s request for review 
shall specify the name, address, and 
phone number of the appellant’s rep-
resentative. In its first written submis-
sion to the reviewing official, the re-
spondent shall specify the name, ad-
dress, and phone number of the re-
spondent’s representative. 

§ 8.25 Informal review and the review-
ing official’s response. 

(a) Request for review. Within 30 days 
of the date of the notice of the suspen-
sion or proposed revocation, the appel-
lant must submit a written request to 
the reviewing official seeking review, 
unless some other time period is agreed 
to by the parties. A copy must also be 
sent to the respondent. The request for 
review must include a copy of the no-
tice of suspension, proposed revocation, 
or adverse action, a brief statement of 
why the decision to suspend, propose 
revocation, or take an adverse action is 
incorrect, and the appellant’s request 
for an oral presentation, if desired. 

(b) Acknowledgment. Within 5 days 
after receiving the request for review, 
the reviewing official will send an ac-
knowledgment and advise the appellant 
of the next steps. The reviewing offi-
cial will also send a copy of the ac-
knowledgment to the respondent. 

§ 8.26 Preparation of the review file 
and written arguments. 

The appellant and the respondent 
each participate in developing the file 
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for the reviewing official and in sub-
mitting written arguments. The proce-
dures for development of the review 
file and submission of written argu-
ment are: 

(a) Appellant’s documents and brief. 
Within 30 days after receiving the ac-
knowledgment of the request for re-
view, the appellant shall submit to the 
reviewing official the following (with a 
copy to the respondent): 

(1) A review file containing the docu-
ments supporting appellant’s argu-
ment, tabbed and organized chrono-
logically, and accompanied by an index 
identifying each document. Only essen-
tial documents should be submitted to 
the reviewing official. 

(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining 
why respondent’s decision to suspend 
or propose revocation of appellant’s 
certification or to take adverse action 
regarding withdrawal of approval of 
the accreditation body is incorrect (ap-
pellant’s brief). 

(b) Respondent’s documents and brief. 
Within 30 days after receiving a copy of 
the acknowledgment of the request for 
review, the respondent shall submit to 
the reviewing official the following 
(with a copy to the appellant): 

(1) A review file containing docu-
ments supporting respondent’s decision 
to suspend or revoke appellant’s cer-
tification, or approval as an accredita-
tion body, tabbed and organized chron-
ologically, and accompanied by an 
index identifying each document. Only 
essential documents should be sub-
mitted to the reviewing official. 

(2) A written statement, not exceed-
ing 20 double-spaced pages in length, 
explaining the basis for suspension, 
proposed revocation, or adverse action 
(respondent’s brief). 

(c) Reply briefs. Within 10 days after 
receiving the opposing party’s submis-
sion, or 20 days after receiving ac-
knowledgment of the request for re-
view, whichever is later, each party 
may submit a short reply not to exceed 
10 double-spaced pages. 

(d) Cooperative efforts. Whenever fea-
sible, the parties should attempt to de-
velop a joint review file. 

(e) Excessive documentation. The re-
viewing official may take any appro-
priate steps to reduce excessive docu-

mentation, including the return of or 
refusal to consider documentation 
found to be irrelevant, redundant, or 
unnecessary. 

(f) Discovery. The use of interrog-
atories, depositions, and other forms of 
discovery shall not be allowed. 

§ 8.27 Opportunity for oral presen-
tation. 

(a) Electing oral presentation. If an op-
portunity for an oral presentation is 
desired, the appellant shall request it 
at the time it submits its written re-
quest for review to the reviewing offi-
cial. The reviewing official will grant 
the request if the official determines 
that the decisionmaking process will 
be substantially aided by oral presen-
tations and arguments. The reviewing 
official may also provide for an oral 
presentation at the official’s own ini-
tiative or at the request of the respond-
ent. 

(b) Presiding official. The reviewing 
official or designee will be the pre-
siding official responsible for con-
ducting the oral presentation. 

(c) Preliminary conference. The pre-
siding official may hold a prehearing 
conference (usually a telephone con-
ference call) to consider any of the fol-
lowing: Simplifying and clarifying 
issues; stipulations and admissions; 
limitations on evidence and witnesses 
that will be presented at the hearing; 
time allotted for each witness and the 
hearing altogether; scheduling the 
hearing; and any other matter that 
will assist in the review process. Nor-
mally, this conference will be con-
ducted informally and off the record; 
however, the presiding official may, at 
the presiding official’s discretion, 
produce a written document summa-
rizing the conference or transcribe the 
conference, either of which will be 
made a part of the record. 

(d) Time and place of oral presentation. 
The presiding official will attempt to 
schedule the oral presentation within 
45 days of the date appellant’s request 
for review is received or within 15 days 
of submission of the last reply brief, 
whichever is later. The oral presen-
tation will be held at a time and place 
determined by the presiding official 
following consultation with the par-
ties. 
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(e) Conduct of the oral presentation— 
(1) General. The presiding official is re-
sponsible for conducting the oral pres-
entation. The presiding official may be 
assisted by one or more HHS officers or 
employees or consultants in con-
ducting the oral presentation and re-
viewing the evidence. While the oral 
presentation will be kept as informal 
as possible, the presiding official may 
take all necessary steps to ensure an 
orderly proceeding. 

(2) Burden of proof/standard of proof. 
In all cases, the respondent bears the 
burden of proving by a preponderance 
of the evidence that its decision to sus-
pend, propose revocation, or take ad-
verse action is appropriate. The appel-
lant, however, has a responsibility to 
respond to the respondent’s allegations 
with evidence and argument to show 
that the respondent is incorrect. 

(3) Admission of evidence. The rules of 
evidence do not apply and the presiding 
official will generally admit all testi-
monial evidence unless it is clearly ir-
relevant, immaterial, or unduly repeti-
tious. Each party may make an open-
ing and closing statement, may present 
witnesses as agreed upon in the pre- 
hearing conference or otherwise, and 
may question the opposing party’s wit-
nesses. Since the parties have ample 
opportunity to prepare the review file, 
a party may introduce additional docu-
mentation during the oral presentation 
only with the permission of the pre-
siding official. The presiding official 
may question witnesses directly and 
take such other steps necessary to en-
sure an effective and efficient consider-
ation of the evidence, including setting 
time limitations on direct and cross- 
examinations. 

(4) Motions. The presiding official 
may rule on motions including, for ex-
ample, motions to exclude or strike re-
dundant or immaterial evidence, mo-
tions to dismiss the case for insuffi-
cient evidence, or motions for sum-
mary judgment. Except for those made 
during the hearing, all motions and op-
position to motions, including argu-
ment, must be in writing and be no 
more than 10 double-spaced pages in 
length. The presiding official will set a 
reasonable time for the party opposing 
the motion to reply. 

(5) Transcripts. The presiding official 
shall have the oral presentation tran-
scribed and the transcript shall be 
made a part of the record. Either party 
may request a copy of the transcript 
and the requesting party shall be re-
sponsible for paying for its copy of the 
transcript. 

(f) Obstruction of justice or making of 
false statements. Obstruction of justice 
or the making of false statements by a 
witness or any other person may be the 
basis for a criminal prosecution under 
18 U.S.C. 1001 or 1505. 

(g) Post-hearing procedures. At the 
presiding official’s discretion, the pre-
siding official may require or permit 
the parties to submit post-hearing 
briefs or proposed findings and conclu-
sions. Each party may submit com-
ments on any major prejudicial errors 
in the transcript. 

§ 8.28 Expedited procedures for review 
of immediate suspension. 

(a) Applicability. When the Secretary 
notifies a treatment program in writ-
ing that its certification has been im-
mediately suspended, the appellant 
may request an expedited review of the 
suspension and any proposed revoca-
tion. The appellant must submit this 
request in writing to the reviewing of-
ficial within 10 days of the date the 
OTP received notice of the suspension. 
The request for review must include a 
copy of the suspension and any pro-
posed revocation, a brief statement of 
why the decision to suspend and pro-
pose revocation is incorrect, and the 
appellant’s request for an oral presen-
tation, if desired. A copy of the request 
for review must also be sent to the re-
spondent. 

(b) Reviewing official’s response. As 
soon as practicable after the request 
for review is received, the reviewing of-
ficial will send an acknowledgment 
with a copy to the respondent. 

(c) Review file and briefs. Within 10 
days of the date the request for review 
is received, but no later than 2 days be-
fore an oral presentation, each party 
shall submit to the reviewing official 
the following: 

(1) A review file containing essential 
documents relevant to the review, 
tabbed, indexed, and organized chrono-
logically; and 
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(2) A written statement, not to ex-
ceed 20 double-spaced pages, explaining 
the party’s position concerning the 
suspension and any proposed revoca-
tion. No reply brief is permitted. 

(d) Oral presentation. If an oral pres-
entation is requested by the appellant 
or otherwise granted by the reviewing 
official in accordance with § 8.27(a), the 
presiding official will attempt to 
schedule the oral presentation within 
20 to 30 days of the date of appellant’s 
request for review at a time and place 
determined by the presiding official 
following consultation with the par-
ties. The presiding official may hold a 
pre-hearing conference in accordance 
with § 8.27(c) and will conduct the oral 
presentation in accordance with the 
procedures of §§ 8.27(e), (f), and (g). 

(e) Written decision. The reviewing of-
ficial shall issue a written decision up-
holding or denying the suspension or 
proposed revocation and will attempt 
to issue the decision within 7 to 10 days 
of the date of the oral presentation or 
within 3 days of the date on which the 
transcript is received or the date of the 
last submission by either party, which-
ever is later. All other provisions set 
forth in § 8.33 apply. 

(f) Transmission of written communica-
tions. Because of the importance of 
timeliness for these expedited proce-
dures, all written communications be-
tween the parties and between either 
party and the reviewing official shall 
be sent by facsimile transmission, per-
sonal service, or commercial overnight 
delivery service. 

§ 8.29 Ex parte communications. 
Except for routine administrative 

and procedural matters, a party shall 
not communicate with the reviewing or 
presiding official without notice to the 
other party. 

§ 8.30 Transmission of written commu-
nications by reviewing official and 
calculation of deadlines. 

(a) Timely review. Because of the im-
portance of a timely review, the re-
viewing official should normally trans-
mit written communications to either 
party by facsimile transmission, per-
sonal service, or commercial overnight 
delivery service, or certified mail, re-
turn receipt requested, in which case 

the date of transmission or day fol-
lowing mailing will be considered the 
date of receipt. In the case of commu-
nications sent by regular mail, the 
date of receipt will be considered 3 days 
after the date of mailing. 

(b) Due date. In counting days, in-
clude Saturdays, Sundays, and holi-
days. However, if a due date falls on a 
Saturday, Sunday, or Federal holiday, 
then the due date is the next Federal 
working day. 

§ 8.31 Authority and responsibilities of 
the reviewing official. 

In addition to any other authority 
specified in this subpart C, the review-
ing official and the presiding official, 
with respect to those authorities in-
volving the oral presentation, shall 
have the authority to issue orders; ex-
amine witnesses; take all steps nec-
essary for the conduct of an orderly 
hearing; rule on requests and motions; 
grant extensions of time for good rea-
sons; dismiss for failure to meet dead-
lines or other requirements; order the 
parties to submit relevant information 
or witnesses; remand a case for further 
action by the respondent; waive or 
modify these procedures in a specific 
case, usually with notice to the par-
ties; reconsider a decision of the re-
viewing official where a party prompt-
ly alleges a clear error of fact or law; 
and to take any other action necessary 
to resolve disputes in accordance with 
the objectives of the procedures in this 
subpart. 

§ 8.32 Administrative record. 

The administrative record of review 
consists of the review file; other sub-
missions by the parties; transcripts or 
other records of any meetings, con-
ference calls, or oral presentation; evi-
dence submitted at the oral presen-
tation; and orders and other documents 
issued by the reviewing and presiding 
officials. 

§ 8.33 Written decision. 

(a) Issuance of decision. The reviewing 
official shall issue a written decision 
upholding or denying the suspension, 
proposed revocation, or adverse action. 
The decision will set forth the reasons 
for the decision and describe the basis 
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for that decision in the record. Fur-
thermore, the reviewing official may 
remand the matter to the respondent 
for such further action as the review-
ing official deems appropriate. 

(b) Date of decision. The reviewing of-
ficial will attempt to issue the decision 
within 15 days of the date of the oral 
presentation, the date on which the 
transcript is received, or the date of 
the last submission by either party, 
whichever is later. If there is no oral 
presentation, the decision will nor-
mally be issued within 15 days of the 
date of receipt of the last reply brief. 
Once issued, the reviewing official will 
immediately communicate the decision 
to each party. 

(c) Public notice and communications to 
the Drug Enforcement Administration 
(DEA). (1) If the suspension and pro-
posed revocation of OTP certification 
are upheld, the revocation of certifi-
cation will become effective imme-
diately and the public will be notified 
by publication of a notice in the FED-
ERAL REGISTER. SAMHSA will notify 
DEA within 5 days that the OTP’s reg-
istration should be revoked. 

(2) If the suspension and proposed 
revocation of OTP certification are de-
nied, the revocation will not take ef-
fect and the suspension will be lifted 
immediately. Public notice will be 
given by publication in the FEDERAL 
REGISTER. SAMHSA will notify DEA 
within 5 days that the OTP’s registra-
tion should be restored, if applicable. 

§ 8.34 Court review of final administra-
tive action; exhaustion of adminis-
trative remedies. 

Before any legal action is filed in 
court challenging the suspension, pro-
posed revocation, or adverse action, re-
spondent shall exhaust administrative 
remedies provided under this subpart, 
unless otherwise provided by Federal 
law. The reviewing official’s decision, 
under § 8.28(e) or § 8.33(a), constitutes 
final agency action as of the date of 
the decision. 

Subpart E [Reserved] 

Subpart F—Authorization To In-
crease Patient Limit to 275 Pa-
tients 

SOURCE: 81 FR 44738, July 8, 2016, unless 
otherwise noted. 

§ 8.610 Which practitioners are eligible 
for a patient limit of 275? 

The total number of patients that a 
practitioner may dispense or prescribe 
covered medications to at any one time 
for purposes of 21 U.S.C. 823(g)(2)(B)(iii) 
is 275 if: 

(a) The practitioner possesses a cur-
rent waiver to treat up to 100 patients 
under section 303(g)(2) of the Controlled 
Substances Act (21 U.S.C. 823(g)(2)) and 
has maintained the waiver in accord-
ance with applicable statutory require-
ments without interruption for at least 
one year since the practitioner’s notifi-
cation of intent (NOI) under section 
303(g)(2)(B) to treat up to 100 patients 
was approved; 

(b) The practitioner: 
(1) Holds additional credentialing as 

defined in § 8.2; or 
(2) Provides medication-assisted 

treatment (MAT) utilizing covered 
medications in a qualified practice set-
ting as defined in § 8.615; 

(c) The practitioner has not had his 
or her enrollment and billing privileges 
in the Medicare program revoked under 
§ 424.535 of this title; and 

(d) The practitioner has not been 
found to have violated the Controlled 
Substances Act pursuant to 21 U.S.C. 
824(a). 

§ 8.615 What constitutes a qualified 
practice setting? 

A qualified practice setting is a prac-
tice setting that: 

(a) Provides professional coverage for 
patient medical emergencies during 
hours when the practitioner’s practice 
is closed; 

(b) Provides access to case-manage-
ment services for patients including re-
ferral and follow-up services for pro-
grams that provide, or financially sup-
port, the provision of services such as 
medical, behavioral, social, housing, 
employment, educational, or other re-
lated services; 

(c) Uses health information tech-
nology (health IT) systems such as 
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electronic health records, if otherwise 
required to use these systems in the 
practice setting. Health IT means the 
electronic systems that health care 
professionals and patients use to store, 
share, and analyze health information; 

(d) Is registered for their State pre-
scription drug monitoring program 
(PDMP) where operational and in ac-
cordance with Federal and State law. 
PDMP means a statewide electronic 
database that collects designated data 
on substances dispensed in the State. 
For practitioners providing care in 
their capacity as employees or contrac-
tors of a Federal government agency, 
participation in a PDMP is required 
only when such participation is not re-
stricted based on their State of licen-
sure and is in accordance with Federal 
statutes and regulations; 

(e) Accepts third-party payment for 
costs in providing health services, in-
cluding written billing, credit, and col-
lection policies and procedures, or Fed-
eral health benefits. 

§ 8.620 What is the process to request a 
patient limit of 275? 

In order for a practitioner to receive 
approval for a patient limit of 275, a 
practitioner must meet all of the re-
quirements specified in § 8.610 and sub-
mit a Request for Patient Limit In-
crease to SAMHSA that includes all of 
the following: 

(a) Completed Request for Patient 
Limit Increase form; 

(b) Statement certifying that the 
practitioner: 

(1) Will adhere to nationally recog-
nized evidence-based guidelines for the 
treatment of patients with opioid use 
disorders; 

(2) Will provide patients with nec-
essary behavioral health services as de-
fined in § 8.2 or through an established 
formal agreement with another entity 
to provide behavioral health services; 

(3) Will provide appropriate releases 
of information, in accordance with 
Federal and State laws and regula-
tions, including the Health Informa-
tion Portability and Accountability 
Act Privacy Rule (45 CFR part 160 and 
45 CFR part 164, subparts A and E) and 
42 CFR part 2, if applicable, to permit 
the coordination of care with behav-

ioral health, medical, and other service 
practitioners; 

(4) Will use patient data to inform 
the improvement of outcomes; 

(5) Will adhere to a diversion control 
plan to manage the covered medica-
tions and reduce the possibility of di-
version of covered medications from le-
gitimate treatment use; 

(6) Has considered how to assure con-
tinuous access to care in the event of 
practitioner incapacity or an emer-
gency situation that would impact a 
patient’s access to care as defined in 
§ 8.2; and 

(7) Will notify all patients above the 
100 patient level, in the event that the 
request for the higher patient limit is 
not renewed or the renewal request is 
denied, that the practitioner will no 
longer be able to provide MAT services 
using buprenorphine to them and make 
every effort to transfer patients to 
other addiction treatment; 

(c) Any additional documentation to 
demonstrate compliance with § 8.610 as 
requested by SAMHSA. 

§ 8.625 How will a Request for Patient 
Limit Increase be processed? 

(a) Not later than 45 days after the 
date on which SAMHSA receives a 
practitioner’s Request for Patient 
Limit Increase as described in § 8.620, or 
renewal Request for Patient Limit In-
crease as described in § 8.640, SAMHSA 
shall approve or deny the request. 

(1) A practitioner’s Request for Pa-
tient Limit Increase will be approved if 
the practitioner satisfies all applicable 
requirements under §§ 8.610 and 8.620. 
SAMHSA will thereafter notify the 
practitioner who requested the patient 
limit increase, and the Drug Enforce-
ment Administration (DEA), that the 
practitioner has been approved to treat 
up to 275 patients using covered medi-
cations. A practitioner’s approval to 
treat up to 275 patients under this sec-
tion will extend for a term not to ex-
ceed 3 years. 

(2) SAMHSA may deny a practi-
tioner’s Request for Patient Limit In-
crease if SAMHSA determines that: 

(i) The Request for Patient Limit In-
crease is deficient in any respect; or 

(ii) The practitioner has knowingly 
submitted false statements or made 
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misrepresentations of fact in the prac-
titioner’s Request for Patient Limit In-
crease. 

(b) If SAMHSA denies a practi-
tioner’s Request for Patient Limit In-
crease (or renewal), SAMHSA shall no-
tify the practitioner of the reasons for 
the denial. 

(c) If SAMHSA denies a practitioner’s 
Request for Patient Limit Increase (or 
renewal) based solely on deficiencies 
that can be resolved, and the defi-
ciencies are resolved to the satisfac-
tion of SAMHSA in a manner and time 
period approved by SAMHSA, the prac-
titioner’s Request for Patient Limit In-
crease will be approved. If the defi-
ciencies have not been resolved to the 
satisfaction of SAMHSA within the 
designated time period, the Request for 
Patient Limit Increase may be denied. 

§ 8.630 What must practitioners do in 
order to maintain their approval to 
treat up to 275 patients? 

(a) A practitioner whose Request for 
Patient Limit Increase is approved in 
accordance with § 8.625 shall maintain 
all eligibility requirements specified in 
§ 8.610, and all attestations made in ac-
cordance with § 8.620(b), during the 
practitioner’s 3-year approval term. 
Failure to do so may result in 
SAMHSA withdrawing its approval of a 
practitioner’s Request for Patient 
Limit Increase. 

(b) All practitioners whose Request 
for Patient Limit Increase has been ap-
proved under § 8.625 must provide re-
ports to SAMHSA as specified in § 8.635. 

[66 FR 4090, Jan. 17, 2001, as amended at 81 
FR 66196, Sept. 27, 2016] 

§ 8.635 What are the reporting require-
ments for practitioners whose Re-
quest for Patient Limit Increase is 
approved? 

(a) General. All practitioners whose 
Request for Patient Limit Increase is 
approved under § 8.625 must submit to 
SAMHSA annually a report along with 
documentation and data, as requested 
by SAMHSA, to demonstrate compli-
ance with applicable provisions in 
§§ 8.610, 8.620, and 8.630. 

(b) Schedule. The report must be sub-
mitted within 30 days following the an-
niversary date of a practitioner’s Re-
quest for Patient Limit Increase ap-

proval under § 8.625, and during this pe-
riod on an annual basis thereafter or 
on another annual schedule as deter-
mined by SAMHSA. 

(c) Content of the Annual Report. The 
report shall include information con-
cerning the following, as further de-
tailed in report form instructions 
issued by the Secretary: 

(1) The annual caseload of patients 
by month. 

(2) Numbers of patients provided be-
havioral health services and referred to 
behavioral health services. 

(3) Features of the practitioner’s di-
version control plan. 

(d) Discrepancies. SAMHSA may 
check reports from practitioners pre-
scribing under the higher patient limit 
against other data sources to the ex-
tent allowable under applicable law. If 
discrepancies between reported infor-
mation and other data are identified, 
SAMHSA may require additional docu-
mentation from the practitioner. 

(e) Noncompliance. Failure to submit 
reports under this section, or deficient 
reports, may be deemed a failure to 
satisfy the requirements for a patient 
limit increase, and may result in the 
withdrawal of SAMHSA’s approval of 
the practitioner’s Request for Patient 
Limit Increase. 

[81 FR 66196, Sept. 27, 2016] 

§ 8.640 What is the process for renew-
ing a practitioner’s Request for Pa-
tient Limit Increase approval? 

(a) Practitioners who intend to con-
tinue to treat up to 275 patients beyond 
their current 3 year approval term 
must submit a renewal Request for Pa-
tient Limit Increase in accordance 
with the procedures outlined under 
§ 8.620 at least 90 days before the expi-
ration of their approval term. 

(b) If SAMHSA does not reach a final 
decision on a renewal Request for Pa-
tient Limit Increase before the expira-
tion of a practitioner’s approval term, 
the practitioner’s existing approval 
term will be deemed extended until 
SAMHSA reaches a final decision. 
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§ 8.645 What are the responsibilities of 
practitioners who do not submit a 
renewal Request for Patient Limit 
Increase, or whose renewal request 
is denied? 

Practitioners who are approved to 
treat up to 275 patients in accordance 
with § 8.625, but who do not renew their 
Request for Patient Limit Increase, or 
whose renewal request is denied, shall 
notify, under § 8.620(b)(7) in a time pe-
riod specified by SAMHSA, all patients 
affected above the 100 patient limit, 
that the practitioner will no longer be 
able to provide MAT services using 
covered medications and make every 
effort to transfer patients to other ad-
diction treatment. 

§ 8.650 Can SAMHSA’s approval of a 
practitioner’s Request for Patient 
Limit Increase be suspended or re-
voked? 

(a) SAMHSA, at any time during a 
practitioner’s 3 year approval term, 
may suspend or revoke its approval of 
a practitioner’s Request for Patient 
Limit Increase under § 8.625 if it is de-
termined that: 

(1) Immediate action is necessary to 
protect public health or safety; 

(2) The practitioner made misrepre-
sentations in the practitioner’s Re-
quest for Patient Limit Increase; 

(3) The practitioner no longer satis-
fies the requirements of this subpart; 
or 

(4) The practitioner has been found to 
have violated the CSA pursuant to 21 
U.S.C. 824(a). 

(b) [Reserved] 

§ 8.655 Can a practitioner request to 
temporarily treat up to 275 patients 
in emergency situations? 

(a) Practitioners with a current waiv-
er to prescribe up to 100 patients and 
who are not otherwise eligible to treat 
up to 275 patients under § 8.610 may re-
quest a temporary increase to treat up 
to 275 patients in order to address 
emergency situations as defined in § 8.2 
if the practitioner provides informa-
tion and documentation that: 

(1) Describes the emergency situation 
in sufficient detail so as to allow a de-
termination to be made regarding 
whether the situation qualifies as an 
emergency situation as defined in § 8.2, 
and that provides a justification for an 

immediate increase in that practi-
tioner’s patient limit; 

(2) Identifies a period of time, not 
longer than 6 months, in which the 
higher patient limit should apply, and 
provides a rationale for the period of 
time requested; and 

(3) Describes an explicit and feasible 
plan to meet the public and individual 
health needs of the impacted persons 
once the practitioner’s approval to 
treat up to 275 patients expires. 

(b) Prior to taking action on a practi-
tioner’s request under this section, 
SAMHSA shall consult, to the extent 
practicable, with the appropriate gov-
ernmental authorities in order to de-
termine whether the emergency situa-
tion that a practitioner describes justi-
fies an immediate increase in the high-
er patient limit. 

(c) If SAMHSA determines that a 
practitioner’s request under this sec-
tion should be granted, SAMHSA will 
notify the practitioner that his or her 
request has been approved. The period 
of such approval shall not exceed six 
months. 

(d) If a practitioner wishes to receive 
an extension of the approval period 
granted under this section, he or she 
must submit a request to SAMHSA at 
least 30 days before the expiration of 
the six month period, and certify that 
the emergency situation as defined in 
§ 8.2 necessitating an increased patient 
limit continues. Prior to taking action 
on a practitioner’s extension request 
under this section, SAMHSA shall con-
sult, to the extent practicable, with 
the appropriate governmental authori-
ties in order to determine whether the 
emergency situation that a practi-
tioner describes justifies an extension 
of an increase in the higher patient 
limit. 

(e) Except as provided in this section 
and § 8.650, requirements in other sec-
tions under subpart F of this part do 
not apply to practitioners receiving 
waivers in this section. 

PART 9—STANDARDS OF CARE FOR 
CHIMPANZEES HELD IN THE FED-
ERALLY SUPPORTED SANCTUARY 
SYSTEM 

Sec. 
9.1 Applicability and purpose. 
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